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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-5, 7, 8, 10, 13-22 and 25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Wolf (US 5,809,997). 

Regarding claim 1, Wolf discloses a compliance monitor for a drug delivery 
device for administering a drug, comprising; a switch, in the form of a strain gauge 
dynamic sensing arm (1555), actuatable by a user on delivering a dose from the device 
(Abstract); a sensor (1560) for detecting whether the device is properly positioned in 
contact with or relative to the user's body for delivery of the dose (column 19, lines 21- 
41); and a processor (1540) coupled to the switch (1555) and the sensor (1560) (fig. 16) 
for recording whether or not the device was properly positioned when the switch was 
actuated. 

Regarding claim 2, Wolf discloses a compliance monitor which does not affect 
the normal operation of the drug delivery device (column 3, lines 24-27). 

Regarding claim 3, Wolf discloses a compliance monitor (1200)) which is 
removably attachable to the drug delivery device(1210) (column 17, lines 7-16). 
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Regarding claim 4, Wolf discloses a compliance monitor comprising a clock 
coupled to a processor (605) and in which the time of actuation of the switch is recorded 
(column 6, lines 25-30). 

Regarding claim 5, Wolf discloses a compliance monitor wherein proper 
positioning of the drug delivery device is positioning in contact with or relative to the 
user's mouth, nose or skin (column 15, lines 58-60). 

Regarding claim 7, Wolf discloses a compliance monitor wherein the drug 
delivery device is for oral administration of the drug (column 1 5, lines 58-60). 

Regarding claim 8, Wolf discloses a compliance monitor wherein the drug 
delivery device is an inhaler operated by the user depressing a pressurized canister 
(1590) containing the drug, and wherein the switch is a pressure-operated switch (1555) 
actuatable as the user depresses the canister (figs. 17b and 17c). 

Regarding claim 10, Wolf discloses a compliance monitor in which the sensor 
(425) is a temperature sensor, in the form of a thermistor, for sensing body temperature 
(columns 15,16; lines 58-67, 1-5). 

Regarding claim 13, Wolf discloses a compliance monitor according in which a 
change in an output of the sensor characteristic of correct use of the drug delivery 
device is used to determine whether the device was properly positioned when the dose 
was delivered (column 15, lines 55-65). 

Regarding claim 14, Wolf discloses a compliance comprising an output (415) for 
downloading data to a docking station or a computer (fig. 10). 
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Regarding claim 15, Wolf discloses a compliance monitor in which the data 
comprises a compliance record of use of the drug delivery device, including a record of 
whether the sensor output indicates that the device was properly positioned on each 
occasion that a dose has been delivered (column 3, lines 58-69) (column 15, 58-60). 

Regarding claim 16, Wolf discloses a docking station (2030) for use with a 
compliance monitor (fig. 20). 

Regarding claim 17, Wolf disclose a compliance monitor with computer- 
readable medium carrying a computer program for programming a general purpose 
computer to receive and process data downloaded from a compliance monitor (column 
6, lines41-50). 

Regarding claim 18, Wolf discloses a compliance monitor with a drug delivery 
device (Abstract). 

Regarding claim 19, Wolf discloses a method of using a compliance monitor to 
monitor use of a drug delivery device for administration of a drug, comprising the steps 
of: determining when a user operates the device to deliver a dose of the drug (column 1 , 
lines 1 1-20); sensing whether the device is properly positioned in contact with or relative 
to the user's body when the dose is delivered (column 15, lines 55-60); and recording 
for each operation of the-device whether or not the device was properly positioned 
(column 16, lines 2-5). 

Regarding claim 20, Wolf discloses a method comprising the step of 
determining and recording the time of each operation of the device (column 1, lines 16- 
17). 
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Regarding claim 21, Wolf discloses a method in which the drug delivery device 
is for oral administration of the drug and proper positioning of the device is proper 
positioning in the user's mouth (column 15, lines 58-60). 

Regarding claim 22, Wolf discloses a method comprising a step of downloading 
recorded data from the compliance monitor to a docking station or a computer to allow a 
compliance record to be reviewed (fig. 20) (column 6, lines 41-45). 

Regarding claim 25, Wolf discloses a compliance monitor wherein the drug 
delivery device is for oral administration by inhalation (column 15, 55-60). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 6 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wolf (US 5,809,997) in view of Reinhold ( US 7,073,499 B1). 

Regarding claim 6, Wolf fails to disclose a compliance monitor wherein the drug 
delivery device is for topical administration of the drug. 

However, Reinhold et al. discloses a drug delivery device, in the form of an 
inhaler, for topical administration of a drug (column 14, Iines61 -63). 

4. It would have been obvious to one of ordinary skill in the art to modify the 
invention of Wolf to include a drug delivery device as taught by Reinhold since doing so 
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would allow the invention to be used by patients with a wider range of medication 
needs. 

Regarding claim 9, Wolf fails to disclose a compliance monitor wherein the drug 
delivery device is selected from the group consisting of a dry powder inhaler, a 
pressurized metered dose inhaler and a nebuliser. 

However, Reinhold teaches the similarities of drug delivery devices, including dry 
powder inhalers, pressurized metered dose inhalers and nebulisers (column 1, lines 25- 
28). 

5. It would have been obvious to one of ordinary skill in the art to modify the 
invention of Wolf to use various drug delivery devices as taught by Reinhold since doing 
so would allow the invention to be used by patients with a wider range of medication 
needs. 

6. Claims 11 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Wolf (US 5,809,997) in view of Trueba (US 6,684,880 B2). 

Regarding claim 11, Wolf fails to disclose a compliance monitor in which a 
sensor is a light sensor for sensing when the sensor is covered. 

However, Truedba discloses a compliance monitor with a light sensor for sensing 
when the sensor is covered (column 13, lines 28-31). 

7. It would have been obvious to one of ordinary skill in the art to modify the 
invention of Wolf to include a light sensor as taught by Trueba since doing so would 
provide a simple way of determining if the invention was properly used column 13, lines 
28-31). 
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Regarding claim 12, Wolf fails to disclose a compliance monitor in which the 
sensor is a conductivity sensor for sensing body conductivity. 

However, Reinhold discloses a compliance monitor with one or more sensors for 
determining proper use of device. 

8. It would have been obvious to one of ordinary skill in the art to modify the 
invention of Wolf to include a sensor as taught by Reinhold, and for the sensor to be a 
conductivity sensor, since doing so would provide a simple way of determining if the 
invention was properly used. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The following references are cited for disclosing related 
limitations of the applicant's claimed and disclosed invention. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher Blizzard whose telephone number is (571)- 
270-7138. The examiner can normally be reached on Monday-Thursday 7:30 AM - 6:00 
PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Terrell McKinnon can be reached on (571) 272-4797. 

12/18/2008 
/C. B./ 

Examiner, Art Unit 4185 
/Terrell L Mckinnon/ 

Supervisory Patent Examiner, Art Unit 4185 



